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DETAILED ACTION 
Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

1) Claims 1, 8, 9 and 12 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The term "small' 1 in claims 1 and 12 is a relative term which renders the claim indefinite. 
The term "small" is not defined by the claim, the specification does not provide a standard for 
ascertaining the requisite degree, and one of ordinary skill in the art would not be reasonably 
apprised of the scope of the invention. Essentially any object of any size could be considered 
"small" in the absence of appropriate guidelines. 

With respect to claims 8 and 9, line 2 of claim 8 indicates that the "small objects 
comprise one or more living organisms." However, the small objects are defined as affinity 
beads in claim 1 . Affinity beads are not living organisms. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
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subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

2) Claims 1 3 3-16 and 18 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Frondoza (US 20050147959). 

Frondoza discloses an apparatus for intermixing small objects with a liquid comprising a 
plurality of receptacle wells (Figure 1 :3) containing the small objects. Each of the wells has a 
lower portion (Figure 1 :4) that is permeable to permit the flow of liquid therethrough. A vessel 
(Figure 1 :5) containing a solution is also provided, as well as means for repeatedly inserting the 
receptacles into the solution held in the vessel. The receptacle can then be withdrawn to cause 
the liquid to flow outwardly through the lower portion while retaining the small objects. This is 
disclosed in paragraphs [0037]-[0052] and [0064]-[0073]. Specifically, Frondoza teaches in 
paragraphs [0051] and [0052] that the small objects comprise cells cultured upon microcarriers. 
Paragraphs [0064]-[0073] further indicate that the cells are subjected to pharmaceuticals in order 
to study their affects on the activity and health of the cells. 

3) Claims 1, 3-7, 10-16 and 18 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Feygin(US 6315957). 

Feygin discloses an apparatus for intermixing small objects with a liquid comprising a 
plurality of receptacles (Figure 2:222) having a lower portion (Figure 2:226) that is permeable to 
permit the flow of liquid therethrough. A vessel (Figure 3:330) is additionally provided for 
containing a solution. The receptacles are repeatedly inserted into the solution held by the vessel 
in order to allow the solution to permeate through the pores located at the lower portions of the 
receptacles. The pores are sized so that they allow the passage of fluids, but not the passage of 
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the small objects. This is disclosed in column 1, line 58 to column 2, line 38 and column 3, line 
15 to column 4, line 19. Means for repeatedly moving the receptacle in and out of the vessel are 
described in column 4 5 line 53 to column 5, line 21 and in Figure 5. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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4) Claims 1 ? 3-7, 10-16 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Feygin (US 6315957) in view of Reeve (WO 91 12079) and/or Valkirs (US 6348318). 

Feygin discloses the described in the previous rejections above. In addition, Feygin 
discloses in column 6, lines 10-20 that affinity beads are used as small objects that facilitate a 
reaction with the solution as it moves through the permeable bottom of the receptacle from the 
vessel. Feygin, however, does not expressly state that the liquid solution is a lysate that contains 
proteins that become bound to the affinity beads when the solution and the affinity beads are 
intermixed. 

Reeve discloses a method of purifying proteins. Reeve indicates on pages 4-6 that it is 
known in the art to remove proteins from a cell lysate by allowing them to bind to the surfaces of 
a plurality of affinity beads. 

Valkirs discloses a method that involves the use of affinity beads that selectively bind to 
protein analytes in solution. The surfaces of the beads are covered with a moiety that attaches to 
analytes in order to form a target complex. The beads can then be removed from the solution as 
a means by which to obtain a purified product. This is disclosed in column 1, line 52 to column 
2, line 52. 

Feygin, Reeve and Valkirs are analogous art because they are from the same field of 
endeavor regarding filtering and protein purification systems. 

At the time of the invention, it would have been obvious to the use the device proposed 
by Feygin in order to purify protein analytes in a lysate solution. Feygin already teaches that the 
device is capable of allowing particles in a solution to move through the porous bottom of the 
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receptacle in order to interact with solid support beads. Therefore, one skilled in the art would 
have been fully capable of implementing the ideas regarding protein purification disclosed by 
Reeve and/or Valkirs in order to create a system in which the receptacle is allowed to interact 
with a lysate solution and remove protein targets. Absent a showing of criticality, it would have 
been obvious to utilize the affinity beads disclosed by Feygin as a means by which to bind to 
proteins in a lysate that are allowed to filter through a permeable barrier, especially since Reeve 
and Valkirs indicate that this is an effective process that is known in the art. 

Response to Arguments 

In response to Applicant's remarks, the rejection involving the Feygin reference is now 
made under 35 U.S.C. 102(e) rather than 35 U.S.C. 102(b). 

Applicant's arguments filed 10 January 2007 with respect to the 35 U.S.C. 1 12 rejections 
have been fully considered but they are not persuasive. Even though Applicant has amended the 
claims to define the small objects as affinity beads, the claims remain indefinite. Affinity beads 
are constructed in a range of sizes in the art. A specified affinity bead may be simultaneously 
considered small and large when compared to other affinity beads. 

Applicant's arguments filed 10 January 2007 with respect to the 35 U.S.C. 102 rejections 
involving the Shimazaki reference have been fully considered and are persuasive. These 
rejections have been withdrawn. 
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Applicant's arguments filed 10 January 2007 with regard to the 35 U.S.C. 102 rejections 
involving the Frondoza and Feygin references have been fully considered but they are not 
persuasive. 

Applicant 's principle arguments are 

(a) Frondoza and Feygin do not show an apparatus for purification of proteins. 
Frondoza and Feygin fail to show any affinity beads, and do not disclose that the liquid is a 
lysate containing proteins to be purified. 

In response to Applicant's arguments, please consider the following comments. 

Applicant is assigning undue weight to various phrases presented in the claims that 
communicate an intended use. Phrases such as "for intermixing small objects and a liquid" and 
"for receiving and retaining said small objects" are merely intended use phrases, and therefore do 
are not given significant weight during prosecution of apparatus claims. Frondoza and Feygin 
each disclose (1) a receptacle, (2) a permeable portion of the receptacle, (3) a vessel capable of 
accommodating the receptacle, and therefore disclose all of the structural features presented in 
the claims. Since both references disclose that the permeable portions include orifices with 
micron-scale diameters, it must be concluded that the references are capable of practicing the 
claimed intended use. 

In response to applicant's argument that the prior art does not describe steps in which 
affinity beads are intermixed with a lysate, a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the prior art in 
order to patentably distinguish the claimed invention from the prior art. If the prior art structure 
is capable of performing the intended use, then it meets the claim. 
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Applicant states that the instant invention is patentable over Frondoza and Feygin 
because the receptacle of the claimed invention holds a lysate containing proteins (Frondoza and 
Feygin do disclose receptacles, but do not disclose lysates containing proteins). Applicant's 
argument is analogous to an argument that a claimed automobile comprising a fuel tank 
containing only gasoline is patentably distinct from a prior art automobile that is structurally the 
same in all respects but has a fuel tank containing 90% gasoline and 10% ethanol. Clearly, such 
a distinction is not patentable under current patent jurisprudence. 

Applicant's arguments filed 10 January 2007 with regard to the 35 U.S.C. 103 rejections 
involving the combination Feygin with Reeve and/or Valkirs have been fully considered but they 
are not persuasive. 

Applicant 's principle arguments are 

(a) The separation of Reeve and Valkirs is based on entirely different technology than the 
separation system of the present claims. The separation of these references requires 
magnetically attractable beads and application of a magnetic field, which is completely different 
than filtration. Accordingly, the proposed combination would not result in the presently claimed 
invention. 

In response to Applicant's arguments, please consider the following comments. 

Applicant lists several possible combinations on page 17 of the Remarks in an effort to 
show that the combined references are incapable of producing the claimed apparatus. In doing 
so, Applicant seems to ignore the proposed combination that is described in the previous and 
current Office Actions. The Feygin reference clearly discloses all of the structural features of the 
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claimed invention regarding the receptacle, permeable portion, and vessel. The permeable 
portion of Feygin is microns in size, and therefore entirely capable of being used to filter affinity 
beads from a liquid sample. Therefore, one would not be motivated to alter the structure of 
Feygin when applying the Reeve and Valkirs references. The Reeve and Valkirs references are 
merely presented as evidence to show that separation of proteins from a lysate using affinity 
beads is well known in the art. The Reeve and Valkirs references would not persuade one from 
altering the filtration method set forth by. Feygin (in favor of other methods, such as those that 
rely on magnetic fields), but rather would encourage one of ordinary skill in the art to use the 
disclosed filtration method to separate other types of small objects besides the ones disclosed by 
Feygin. Since protein purification is such an important aspect of many biological analytical 
procedures, it would have been obvious to utilize the apparatus of Feygin to purify proteins, 
through the separation of affinity beads. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nathan A. Bowers whose telephone number is (571) 272-8613. 
The examiner can normally be reached on Monday-Friday 8 AM to 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gladys Corcoran can be reached on (571) 272-1214. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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